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Enabling Life-Changing Technology

Single-use technology has been one of the most
significant changes in biopharmaceutical manufacturing
over the past 20 years. Key driving factors include greater
flexibility, reduced resources for cleaning and cleaning
validation, and faster turnaround between products and
batches, resulting in reduced capital costs and increased
speed to market.

Peripherals, containers and filtration media used in single-
use systems have different performance requirements
that benefit from Solvay’s broad range of biocompatible,
gamma-stable, high-performance polymers.

Key Benefits
e Diverse portfolio of gamma stable,
medical-grade polymers
e USP Class VI & 1SO 10993 biocompatible
e |eachable & extractable post gamma radiation testing
e High/low temperature stability, strong mechanical
properties
e Hydrophobic and hydrophilic materials for filtration
e BPOG leachable/extractable test protocols
for worst case scenario
e SO 17025 testing laboratories

With over 30 years of experience as a leading materials
supplier to the healthcare industry, Solvay provides the
reliability, experience and innovation that manufacturers
expect from their partners. Our global technical and

regulatory support is tailored to meet the unique demands

of your project.

Gamma-Stable, High-Performance Polymers”
e Udel® PSU (polysulfone)

e \eradel® HC PESU (polyethersulfone)

e Radel® PPSU (polyphenylsulfone)

e AvaSpire® PAEK (polyaryletherketone)

e KetaSpire® PEEK (polyetheretherketone)

e |xef® PARA (polyarylamide)

Diverse Performance Requirements

Peripherals

e Connectors, valves, clamps

e Tubings

e Gaskets, O-rings

e Sensor housings and components
e Stirring and mixing elements

¢ Needles, sheaths, housings

Filtration
e Membranes
e Membrane additives

* Membrane supports and housings

Bioreactors and containment
e Bioreactors
¢ Final product and other bags

* All polymers are inherently gamma stable up to 50 kGY with
regard to mechanical properties except for Ixef® PARA, which
has been gamma-stabilized.
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Safety Data Sheets (SDS) are available by emailing us or contacting your sales representative. Always consult the appropriate SDS before using
any of our products. Neither Solvay Specialty Polymers nor any of its affiliates makes any warranty, express or implied, including merchantability
or fitness for use, or accepts any liability in connection with this product, related information or its use. Some applications of which Solvay’s
products may be proposed to be used are regulated or restricted by applicable laws and regulations or by national or international standards
and in some cases by Solvay’s recommendation, including applications of food/feed, water treatment, medical, pharmaceuticals, and personal
care. Only products designated as part of the Solviva® family of biomaterials may be considered as candidates for use in implantable medical
devices. The user alone must finally determine suitability of any information or products for any contemplated use in compliance with applicable
law, the manner of use and whether any patents are infringed. The information and the products are for use by technically skilled persons at
their own discretion and risk and does not relate to the use of this product in combination with any other substance or any other process.
This is not a license under any patent or other proprietary right. All trademarks and registered trademarks are property of the companies that
comprise Solvay Group or their respective owners.

© 2017 Solvay Specialty Polymers. All rights reserved. D 09/2017 | Version 1.0 Brochure design by ahlersheinel.com



